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The 78th Annual Meeting of the Society of Tokyo Women’s Medical University
Symposium “Trends in Clinical Research of Tokyo Women’s Medical University
—A Memorial for Foundation of Intelligent Clinical Research and Innovation Center,
Tokyo Women’s Medical University Hospital—”

(1) An Introduction to the Intelligent Clinical Research and Innovation Center (iCLIC):
Realizing Researchers’ Desires

Tsuyoshi SHIGA, Yoshihiro MURAGAKI, Katsuya MAEBAYASHI, Yasuhito SATO,
Miyoko NAGANUMA, Masayuki KAWAMURA, Masaaki TAKAHASHI and Jun ISHIGOOKA

Intelligent Clinical Research and Innovation Center, Tokyo Women’s Medical University Hospital

Clinical studies in Japan have long been said to lag considerably behind the US and Europe. The question is
what is stopping the development of clinical tools in Japan, despite new discoveries and ideas. Two possible an-
swers are the non-systematized support system for clinical studies and clinicians’ lack of knowledge about clinical
studies. In the medical instrument field, which demonstrates the manufacturing ability of Japan, cooperation is
lacking between the research and industry unit, which possesses technical tools, and the medical unit.

The basic research and clinical trial achievements of Tokyo Women's Medical University include a left ven-
tricular assist device and a cell sheet. Japan's first investigator-initiated clinical trial developed a system that
combined therapy with domestic medical instrumentation and drugs. This system has evaluated several medical
instruments in Japan and has demonstrated positive results for the left ventricular assist device and the coro-
nary stent (Tokyo Women's Medical University-Waseda University Joint Institution for Advanced Biomedical
Sciences: TWIns). The Tokyo Women’s Medical University medical facilities group handles over 2 million patient
visits per year. The Intelligent Clinical Research and Innovation Center (iCLIC) was established to improve the
enforcement process of clinical studies.

The iCLIC will systematize clinical research from the entrance strategy to the exit strategy and the post-
marketing evaluation, and will improve the research base of innovation and regulatory science. For these pur-
poses, the iCLIC is conducting several programs that provide research support, a pre-consulting system, intellec-
tual property management, and education.
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Tokyo Women’s Medical University Hospital

1358 beds, 4200 outpatients/day

Tokyo Women'’s Medical University
medical facilities group

Tokyo Women'’s Medical University Hospital
Medical Center East-Yachiyo Medical Center* Aoyama Hospital
Institute of Geriatrics - Institute of Rheumatology
Institute of Women’s Health *Institute of Oriental Medicine*
Institute of Medical Genetics* Saiseikai Kurihashi Hospital
Shiseikai Daini Hospital
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Total number of .
{ hospital beds } [Outpatlent volume

2947

2 million/year

Operation volume Che\':;?:':;a o
10,000/year 14,000/year

Number of clinical Sponsor-initiated
studies clinical trials

320/year 50/year

trials 2/year

Investigator- Post-marketing
initiated clinical surveillance

100/year

Fig. 1 Medical facilities network at the Tokyo Women’'s Medical University
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Fig. 2 Clinical researcher needs survey (Tokyo Women's Medical University Hospital)
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Fig. 3 Construction of the clinical research support system at Tokyo Women's Medical
University

Matching Source (Public information, Enlightenment)

. Media/net information about minimally invasive
medical treatment

Information about early phase studies for patients
with cancer relapse

Introduce studies to respond to volunteer spirit

Matching Source (other/multiple institutes)

« Medical/engineering cooperation
coordinator meeting M atching System:

+ Medical/engineering cooperation promotion Patients and Clinicians
symposium .

* Medical technology promotion meeting

« Biomedical curriculum

* “Buried” medical seeds

Tokyo Women'’s Medical University
medical facilities group
Tokyo Women’s Medical University Hospital
Medical Center East-Yachiyo Medical Center+Aoyama Hospital
Institute of Geriatrics * Institute of Rheumatology

Phase I/POC

Special beds for clinical research
Clinical Research Hospital Tokyo

l.l

. . itute of Women’s Health * Institute of Oriental Medicine*
. lYl?tchlng System: . Project Biostatistics  titute of Medical Genetics~Saiseikai Kurihashi Hospital -
Clinicians and Industries management | Data management Shiseikai Daini Hospital

Network/Multicenter
Trial Office

Regulatory Science :TWins

Research Funds/IP ~—

Medical instrument
evaluation system: TWins

Research product/ t
E Fund acquisition support g ! application i%
'| Entrance strategy s ort | xit strategy support |
\ gy Well-rounded V)

tensive ERVTeTolol g SIS {eligl " |+ Application/Certification

* Scientific/ethic problem solving

o o) . . .
— Support for protocol development : Clinical Trial s'trate'gy ok
— Evidence and practice lL Support for | = szonsor/;nve?ga;tor initiated
+  Social/economical problem solving | | research protocol development s Cidvancedimedical treatment

~  Well-known application

— Pharmaceutical affairs/insurance
— Grant/sponsor
— IP management/ COI

Protocol advisers
Educational effect from
mutual review

e Post-marketing clinical trials

¢ Support for writing papers/
application form

Fig. 4 The iCLIC matches needs of academia and industry with the needs of patients, re-
searchers, and industry
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Intelligent Clinical Research and
Innovation Center (iCLIC)
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{Clinical Research Division}
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Fig. 5 The existing structure of the iCLIC
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